Premature ejaculation (PE) is a common sexual dysfunction among the general population. PE has often been associated with a psychological state of mind. Hospital Anxiety and Depression Scale (HADS) can be used as an instrument to assess the emotional and psychological state. The present study was designed to assess the reliability and validity of the HADS in a Malaysian population. The validity and reliability were studied in subjects with and without PE. Test-retest methodology was used to assess the reliability whereas Cronbach's alpha was used to assess the internal consistency. In the control and the PE groups, the internal consistency was good and a high degree of internal consistency was observed for all 14 items. In the control group, the Cronbach's alpha values at baseline were from 0.811 to 0.834, whereas for retest, the Cronbach's alpha values were from 0.821-0.838 items. Intraclass correlation coefficient (ICC) was high for the control (0.797-0.868: baseline and 0.805-0.872: retest) and PE group (0.822-0.906: baseline and 0.785-0.887: retest). The high value of ICC and the internal consistency was due to high reliability and consistency of the items at 2-week interval. A degree of significance between the baseline and week-2 scores was observed across all items in the PE group but not in the control group. The HADS is a suitable, reliable, valid and sensitive instrument to measure the clinical change for anxiety and depression in the Malaysian population.
Introduction
Premature ejaculation (PE) is a common sexual dysfunction that may adversely affect men, their partners and their sexual and nonsexual relationships.
1,2 PE is often associated with a psychological state of the subjects such as stress, anxiety, pessimism and low self-esteem. [3] [4] [5] Self-assessment scales have shown to be useful instruments and an aid to practice. Numerous questionnaires are available to assess male vulnerability to PE in relation to their emotional and psychological states and if the questionnaires are routinely used to screen individual, who are at risk through the recommendation of a clinician and psychologist, it can improve the patient's sexual life, self-esteem and marital relationships.
The most widely used questionnaire is the Hospital Anxiety and Depression Scale (HADS). 6, 7 It consists of two subclasses, one measuring anxiety whereas the other measuring depression, and both are scored separately. The seven-item questions in each subclass was developed to assess the severity of anxiety and depression, which are categorized into normal, mild, moderate and severe in their respective subclasses. 8, 9 The anxiety score addressed the subject's anxious mood, restlessness and anxious thoughts, whereas the depression score addressed the state of loss of interest and diminished pleasure response. 10, 11 The HAD is the present-state instrument and may be re-administered at weekly intervals to assess the subject's progression. 12 Each question is scored on a numeric scale (maximum score of 3), with higher scores indicating a worsened function. The questionnaire is simple, short and requires only 5-10 min for completion and is easy to administer and is suitable for routine clinical practices. This is particularly important in PE subjects, as subjects suffering from such disorders may have an emotional state that varies from one day to another. The retest allows serial follow-up and will provide a useful record of progress.
The HADS is validated and has the ability of both diagnosis and grading psychological states in many population, [13] [14] [15] [16] but has not been used among the Malaysian population. The present study was conducted at the University Malaya Medical Center, Kuala Lumpur, and was designed to assess the reliability and validity of the HADS in a Malaysian population.
Materials and methods
The 14-item HADS questionnaire consisted of two sections -each with seven items for the Anxiety scale and seven items for the Depression scale. Each of these items is rated from 0 (not at all) to 3 (almost always). The total score is the sum of items 1-7 (range: 0-21) according to the severity of the symptoms. The subjects were selected based on the inclusion and exclusion criteria set in the study and their willingness to participate in the study. The samples were recruited as they presented in the Urological and primary care clinic for other medical complaints. During the 2-week interval, there was no treatment for PE involved. Therefore, there should be no much changes in terms of symptomatology. These patients also do not have any major disease that can affect their ejaculation.
For subjects with PE, the inclusion criteria were intravaginal ejaculation latency time (IVELT) at less than 2 min; 17 and their literacy and ability to provide an informed consent. For the control group, the inclusion criteria were IVELT of more than 2 min; and their literacy and ability to provide an informed consent.
Subjects who consented to take part in the study were given and asked to complete the HADS questionnaire (self-administered). The HADS questionnaire was administered to the PE group (n ¼ 82; mean age: 44.4710.2 years) and to the control group (n ¼ 185; mean age: 44.179.8 years) and the validity and reliability of the questionnaire were studied. All PE and control subjects who were included in the reliability study were retested approximately 2 weeks after the initial administration of the HADS questionnaire. The English version of HADS was utilized in this study and since the cultural background of the population in this country differs from other countries; therefore, there is a need to validate the HADS before actually using it in future studies in Malaysia.
Data analysis
Validity and reliability were determined based on a standard protocol. Cronbach's alpha (CA) coefficient was used to assess the internal consistency of the HADS questionnaire. Test-retest reliability was assessed using the intraclass correlation coefficient (ICC) with two-way random effects model. The values of ICC vary from 1 (perfectly reliable) to 0 (totally unreliable). Sensitivity to change (responsiveness) was assessed in the patients with PE and this was analyzed by assessing the difference between mean HADS before (baseline) and after (week 2) and dividing it by the standard deviation baseline. Guyatt statistics is assessed by calculating the mean difference of HADS score between baseline and week 2 and dividing it by the standard deviation of the stable group. Here, the stable group is also considered as a control group.
Results
A total of 267 subjects had participated in the validity and relativity study. The socio-demographic characteristics of the subjects are shown in Table 1 . For the control and PE groups, the internal consistency was good and a high degree of internal consistency was observed for all 14 items. The high value of CA in the control and PE group (CA40.800) at both baseline and 2-week interval indicated a high level of homogeneity among items (Table 2) . ICC was high for the control group (ICC40.800) and Table 3 ). The high value of ICC and internal consistency was owing to the high reliability and consistency of the items. A degree of significance between baseline and week-2 scores was observed across all items in the PE group but not in the control group. In the PE group, a significant difference was observed at test-retest between baseline and after 2-week interval for mean HADS anxiety score (7.585 vs 6.841, Po0.001) and HADS depression score (7.476 vs 6.671, Po0.001). Several items also noted a significant difference after 2-week interval and it included items 3-7, 9-12 and 14 (Table 3) . On the other hand, none of the anxiety and depression items in the control group were statistically significant.
Discriminant validity or ability of the HADS to discriminate reliably between the PE group and control group was assessed. As shown in Table 4 , a high significant difference was observed between the PE group and the control group for all the anxiety and depression items scores of the HADS. The mean difference between item scores for these groups was greatest in the total scores. 
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Discussion
The ability of the HADS to discriminate between subjects with and without PE indicates that it could be a valid, reliable and sensitive tool in assessing anxiety and depression owing to PE in a Malaysian population. There are many more instruments that can be used like PHQ and QIDS-SR but we decided to use HADS because it is quite widely used as it has long been used as a screening instrument in research as well as in clinical setting. For the test-retest reliability, high ICC and internal consistency were noted for both the control and PE groups. This is not surprising as the test-retest was carried out at 2-week interval, where there were not much changes that can be observed in the normal control subjects. However, a significant change was noted in subjects with PE after the 2-week interval, suggesting that emotional and psychological symptoms may relate directly to the occurrence of PE. This PE group was not given any treatment; therefore, the changes could be due to natural psychological disturbance owing to external factors such as social and economic factors. Apart from these, this PE group has a lifelong PE and there is no confounding diseases affecting their ejaculation.
Similarly, all the items in the HADS had a high discriminant validity between the PE group and the control group (all items Po0.001). The positive value of effect size index (ESI) obtained when the questionnaire was administrated at the time of study (baseline) and after week 2 indicates a relatively high degree of sensitivity to change (responsiveness) in both anxiety and depression items.
In the present study, we assessed the correlation between changes in the HADS scores for both anxiety and depression. The substantial improvement of PE subjects after a 2-week interval is indicated by a significant lower score of HADS in week 2 compared with baseline (week 0). The subjects with PE show a relatively unstable emotion and influenced by psychological factors such as tension, anxiety, life stressors associated with work and family and problems in their interpersonal relationships and communication. This can be seen by their responsiveness towards a series of items present in the HADS, which was statistically significant compared to that after the 2-week interval. The score after 2-week interval was significantly lower than that at week 0, which may be perceived as an improvement over their emotional and psychological state. These results suggest that the change in HADS scores may reflect meaningful clinical changes where the psychological factors have shown a close association with the incidence of PE. These findings provide a substantial assurance that scores obtained by using the HADS are relatively sensitive and reliable and can be used as a diagnostic tool by clinicians or psychologists to identify subjects who are prone to PE and to assess their anxiety and depression states and also for the follow-up improvements of PE subjects after psychological treatment.
Some of the PE group subjects may have experienced the PE for quite some time and got used to it. Therefore, the natural psychological disturbance was not so great. The lack of intervention to measure the true responsiveness to change was found to be a limitation in this study. HADS in assessing psychological disorder QK Fatt et al
In conclusion, the reliability and validity of the HADS for anxiety and depression were tested. The high ICC of HADS for both the control and the subjects with PE indicates excellent intraclass reliability whereas the high CA indicates that the HADS has a good internal consistency. These findings suggest that the HADS is a useful tool for assessing the occurrence of psychological problem in relation to disease.
